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to any party or any action, determina-
tion, or decision, or request to any 
party for the production of evidence, 
shall be sent to the representative of 
such party. 

§ 405.874 Appeals of carrier decisions 
that supplier standards are not met. 

(a) An entity serving as a National 
Supplier Clearinghouse must act 
promptly to determine if any entity 
submitting a request for a billing num-
ber as a Medicare supplier of part B 
items meets the standards set forth in 
part 424. Effective July 1, 1993, the Na-
tional Supplier Clearinghouse must ac-
cept, reject or request additional infor-
mation within 15 days of the receipt of 
an enrollment application. 

(b) If the National Supplier Clearing-
house disallows an entity’s request for 
a billing number or revokes, with the 
concurrence of CMS, an entity’s billing 
number, the National Supplier Clear-
inghouse notifies the entity by cer-
tified mail. Revocation is effective 15 
days after the National Supplier Clear-
inghouse mails notice of its determina-
tion. The carrier disallows payment for 
items furnished by the supplier begin-
ning with that effective date. The no-
tice must inform the entity of the rea-
son for the rejection or revocation, its 
right to appeal, the date by which it 
must file that appeal (90 days after the 
postmark of the notice) and the ad-
dress to which the appeal must be sent 
in writing. 

(c) A fair hearing officer not involved 
in the original determination to dis-
allow an entity’s request for a billing 
number, or to revoke an entity’s bill-
ing number, must schedule a hearing to 
be held within one week of receipt of 
an appeal, or later at the request of the 
entity. Both the entity and carrier 
may offer evidence. The hearing officer 
issues notice of his/her decision within 
2 weeks of the hearing. The notice is 
sent by certified letter to CMS, the 
carrier, and the appealing entity. This 
notice must include information about 
the supplier’s further right to appeal, 
the carrier’s right to appeal, the date 
by which the appeal must be filed (90 
days after the postmark of the notice) 
and the address to which the appeals 
must be sent in writing. Either the car-

rier or entity may appeal the hearings 
officer’s decision to CMS. 

(d) A CMS official, designated by the 
Administrator of CMS, must make an 
appeal decision based on the evidence 
presented to the fair hearing officer 
and his or her decision. The CMS offi-
cial requests any additional informa-
tion he or she deems necessary from ei-
ther the carrier or the entity within 
two weeks of receipt by the CMS of the 
appeal. Notice of the CMS official’s de-
cision— 

(1) Is issued within two weeks of 
when the last information is received is 
received by the CMS official, or four 
weeks of when the information is re-
quested, whichever is shorter, unless 
the party appealing the fair hearing de-
cision requests a delay; 

(2) Is sent by the CMS official by cer-
tified mail to both the carrier and the 
entity; and 

(3) Contains information on any fur-
ther appeals the entity and carrier may 
have. 

(e) A billing number is not issued, or 
remains revoked, and payment is not 
made, for items or services furnished 
by any entity which a carrier deter-
mines does not qualify for a billing 
number, until the carrier (upon re-
application of the entity), a fair hear-
ing officer, or a CMS official des-
ignated to hear such appeals, deter-
mines that the entity qualifies for a 
billing number. Any claims for items 
or services furnished after revocation 
of the supplier’s billing number and 
submitted by the entity during the ap-
peals period are held and not processed, 
i.e., are neither approved, denied or de-
veloped, until all administrative ap-
peals have been exhausted. If an entity 
is determined not to have qualified for 
a billing number in one period but to 
have qualified in another, the carrier 
pays for claims for items sold or rented 
to beneficiaries during the period the 
entity qualified as a supplier. If there 
is evidence of an overpayment, see sub-
part C of part 405 of this Chapter. 

(f) A billing number may be rein-
stated after revocation when an entity 
completes a corrective action plan, to 
which CMS has agreed, and provided 
sufficient assurance of its intent to 
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comply fully with the supplier stand-
ards. 

[57 FR 27305, June 18, 1992] 

§ 405.877 Appeal of a categorization of 
a device. 

(a) CMS’s acceptance of the FDA cat-
egorization of a device as an experi-
mental/investigational (Category A) 
device under § 405.203 is a national cov-
erage decision under section 1862(a)(1) 
of the Act. 

(b) CMS’s acceptance of the FDA cat-
egorization of a device as an experi-
mental/investigational (Category A) 
device under § 405.203 is an aspect of an 
initial determination that, under sec-
tion 1862 of the Act, payment may not 
be made. 

(c) In accordance with section 
1869(b)(3)(A) of the Act, CMS’s accept-
ance of the FDA categorization of a de-
vice as an experimental/investigational 
(Category A) device under § 405.203 may 
not be reviewed by an administrative 
law judge. 

[60 FR 48424, Sept. 19, 1995] 

Subpart I—Determinations, Rede-
terminations, Reconsider-
ations, and Appeals Under 
Original Medicare (Part A and 
Part B) 

SOURCE: 70 FR 11472, Mar. 8, 2005, unless 
otherwise noted. 

§ 405.900 Basis and scope. 
(a) Statutory basis. This subpart is 

based on the provisions of sections 1869 
(a) through (e) and (g) of the Act. 

(b) Scope. This subpart establishes 
the requirements for appeals of initial 
determinations for benefits under Part 
A or Part B of Medicare, including the 
following: 

(1) The initial determination of 
whether an individual is entitled to 
benefits under Part A or Part B. (Regu-
lations governing reconsiderations of 
these initial determinations are at 20 
CFR, part 404, subpart J). 

(2) The initial determination of the 
amount of benefits available to an indi-
vidual under Part A or Part B. 

(3) Any other initial determination 
relating to a claim for benefits under 

Part A or Part B, including an initial 
determination made by a quality im-
provement organization under section 
1154(a)(2) of the Act or by an entity 
under contract with the Secretary 
(other than a contract under section 
1852 of the Act) to administer provi-
sions of titles XVIII or XI of the Act. 

§ 405.902 Definitions. 
For the purposes of this subpart, the 

term— 
ALJ means an Administrative Law 

Judge of the Department of Health and 
Human Services. 

Appellant means the beneficiary, as-
signee or other person or entity that 
has filed and pursued an appeal con-
cerning a particular initial determina-
tion. Designation as an appellant does 
not in itself convey standing to appeal 
the determination in question. 

Appointed representative means an in-
dividual appointed by a party to rep-
resent the party in a Medicare claim or 
claim appeal. 

Assignee means: 
(1) A supplier that furnishes items or 

services to a beneficiary and has ac-
cepted a valid assignment of a claim or 

(2) A provider or supplier that fur-
nishes items or services to a bene-
ficiary, who is not already a party, and 
has accepted a valid assignment of the 
right to appeal a claim executed by the 
beneficiary. 

Assignment of a claim means the 
transfer by a beneficiary of his or her 
claim for payment to the supplier in 
return for the latter’s promise not to 
charge more for his or her services 
than what the carrier finds to be the 
Medicare-approved amount, as pro-
vided in § 424.55 and § 424.56 of this chap-
ter. 

Assignment of appeal rights means the 
transfer by a beneficiary of his or her 
right to appeal under this subpart to a 
provider or supplier who is not already 
a party, as provided in section 
1869(b)(1)(C) of the Act. 

Assignor means a beneficiary whose 
provider of services or supplier has 
taken assignment of a claim or an ap-
peal of a claim. 

Authorized representative means an in-
dividual authorized under State or 
other applicable law to act on behalf of 
a beneficiary or other party involved in 
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